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DETAILED ACTION 

Claims 18-20, 29-31 and 34-53 are canceled. Claims 17, 21-28, 32 and 33 are amended 
and under consideration. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

The rejection of claims 17, 21-28, 32 and 33 under 35 U.S.C. 102(e) as being anticipated 
by Kindsvogel (WO 20020665 16) is maintained for reasons of record. 

Claim 17 is drawn to a method for treating CLL in a mammalian subject comprising 
administration of an effective amount of an isolated monoclonal antibody that specifically binds 
to a polypeptide comprising the sequence of SEQ ID NO:4. Claims 21-25 embody the method 
of claim 17 wherein the antibody is humanized, chimeric, a Fab fragment, a Fv fragment, and a 
scFv, respectively. Claim 26 specifies that the antibody of claim 17 further comprises a 
therapeutic moiety. Claim 27 specifies that the therapeutic moiety is a radionuclide and claim 28 
requires that the radionuclide be selected from a group including 131 I. Claim 32 embodies the 
method of claim 17 wherein the subject is human. Claim 33 embodies the method of claim 17, 
wherein the administration is intravenous. 

Claims 34-38 are drawn to a method comprising the steps of (a)contacting a biological 
sample from a patient with a monoclonal antibody that specifically binds to SEQ ID NO:4 and 
detecting the complex formed between the monoclonal antibody and SEQ ID NO:4. 

Claim 39 is drawn to an isolated monoclonal antibody that specifically binds SEQ ID 
NO:4. Claims 43-47 embody the isolated antibody of claim 39 wherein said antibody is 
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humanized, chimeric, a Fab fragment, a Fv fragment and a scFv, respectively. Claim 48 
embodies the antibody of claim 39 further comprising a reporter group. Claim 49 embodies the 
antibody of claim 39 further comprising a therapeutic moiety. Claim 50 specifies that the 
therapeutic moiety is a radionuclide. Claim 51 further specifies that the radionuclide is selected 
from a group including 1311. Claim 52 is drawn to a kit comprising a monoclonal antibody that 
specifically binds SEQ ID NO:4 and instructions for use. 

Claim 42 is drawn to a pharmaceutical composition comprising the monoclonal antibody 
of claim 39 and a pharmaceutically acceptable carrier. 

Kindsvogel discloses a monoclonal antibodies that bind to BCMA (page 23, line 27 to 
page 24, line 33 and page 53 Table 1) and bi-specific antibody that binds to BCMA (pages 15-16 
under the heading of "Production of anti-BCMA-TACI Antibodies"), wherein the sequence of 
BCMA (Sequence Identifier 2) is identical to the instant SEQ ID NO:4: 



WO200266516-A2 . 

XX 

PD 29-AUG-2002. 

XX 

PF 06-FEB-2002; 2002WO-US003500 . 

XX 

PR 20-FEB-2001; 2001US-0270274P. 

PR 12-APR-2001; 2001US-0283447P. 

XX 

PA (ZYMO ) ZYMOGENETICS INC. 

XX 

PI Kindsvogel W; 

XX 

DR WPI; 2002-723183/78. 

DR N-PSDB; AAD46410. 

DR PC:NCBI; gi399104. 

DR PC:SWISSPROT; Q02223. 

XX 

PT B-cell maturation antigen and transmembrane activator and calcium- 

PT modulator and cyclophilin ligand-interactor , useful for treating 

PT disorders e.g. inflammation or lymphoma. 

XX 

PS Disclosure; Page 63; 67pp; English. 

XX 

CC The invention relates to the manufacture of a composition for inhibiting 

CC the proliferation of tumour cells. The method involves using an antibody 

CC component that binds both the B-cell maturation antigen (BCMA) and the 

CC transmembrane activator and calcium-modulator and cyclophilin ligand- 

CC interactor (TACI). BCMA and TACI binding antibody compositions are useful 

CC for inhibiting proliferation of tumour cells, particularly inhibiting 

CC ZTNF4 activity in a mammal associated with increased endogenous antibody 

CC production or a disorder consisting of neoplasm, chronic lymphocytic 

CC leukaemia, multiple myeloma, non-Hodgkin ' s lymphoma, post-transplantation 

CC lymphoprolif erative disease or light chain gammopathy or inflammation 
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CC e.g. asthma. The invention is also useful in gene therapy. The present is 

CC human BCMA protein 

CC 

SQ Sequence 184 AA; 

Query Match 100.0%; Score 964; DB 5; Length 184; 

Best Local Similarity 100.0%; Pred. No. 2.5e-94; 

Matches 184; Conservative 0; Mismatches 0; Indels 0; Gaps 0; 

Qy 1 MLQMAGQCSQNEYFDSLLHACIPCQLRCSSNTPPLTCQRYCNASVTNSVKGTNAILWTCL 60 

Db 1 MLQMAGQCSQNEYFDSLLHACIPCQLRCSSNTPPLTCQRYCNASVTNSVKGTNAILWTCL 60 

Qy 61 GLSLI ISLAVFVLMFLLRKISSEPLKDEFKNTGSGLLGMANIDLEKSRTGDEI ILPRGLE 12 0 

Db 61 GLSLI IS LAVFVLMFLLRKIS SEPLKDEFKNTGSGLLGMAN I DLEKSRTGDE I ILPRGLE 12 0 

Qy 121 YTVEECTCEDCIKSKPKVDSDHCFPLPAMEEGATILVTTKT1IDYCKSLPAALSATEIEKS 180 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 121 YTVEECTCEDCIKSKPKVDSDHCFPLPAMEEGATILVTTKT1TDYCKSLPAALSATEIEKS 180 

Qy 181 ISAR 184 

I I I I 

Db 181 ISAR 184 



Kindsvogel discloses that the bi-specific antibody is useful in the treatment of B 
lymphomas and chronic lymphocytic leukemia (page 6, lines 13-19) which is the same as that 
disclosed in the instant specification (page 24, section [181])and originally filed claims (claim 
16). Kindsvogel discloses that the bi-specific antibody further comprises a therapeutic moiety 
(page37, lines 14-37, page 38, lines 1-2 and page 49, lines 3-4) which includes 90 Y, 123 I, 131 I, and 
186 Re (page 37, lines 6-14). Kindsvogel discloses that the antibodies encompass humanized, 
chimeric Fab or scFv fragments (page 4, lines 17-22). Kindsvogel discloses pharmaceutical 
compositions comprising the antibodies (page 43, lines 13-35) and the administered via an 
intravenous route (page 42, line 35). Kindsvogel discloses kits comprising the anti-BCMA- 
TACI antibody or fragments with a "means for conveying to the user" that the antibody or 
fragments are used to detect BCMA or TACI proteins (page 32, lines 1-12) which meets the 
limitation of claim 52. 



Applicant argues that the bi-specific antibody of Kindsvogel does not meet the 
requirement of specifically-binding as set forth in the instant specification which states on page 
26, (paragraph 189) that the antibody reacts does not react at a detectable level with unrelated 
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peptides or proteins. This has been considered but not found persuasive. The anti-BCMA 
portion of the bi-specific antibody of Kindsvogel specifically binds BCMA, and the anti-TACI 
portion of the bi-specific antibody of Kindsvogel specifically binds TACI. The quotation from 
the instant specification is taken from a paragraph explaining what is meant by the words 
"specifically bind". One of skill in the art would not conclude based on reading the instant 
disclosure that the definition applied to "specifically bind" excludes bi-specific antibodies that 
specifically bind two different target epitopes because each of the antibodies of the bi-specific 
antibody "specifically bind" to their target epitope. Further, the instant specification discloses 
bi-specific antibodies as part of the invention (page 24, section [181])and originally filed claims 
(claim 16). 

All claims are rejected. 

All other rejections and objections as set forth or maintained in the previous Office action 
are withdrawn in light of applicant's amendments. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 10-6:30 M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Karen A Canella/ 

Primary Examiner, Art Unit 1643 



